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Ofev 100 mg, soft capsules (nintedanib)
Ofev 150 mg, soft capsules (nintedanib)
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Idiopathic Pulmonary Fibrosis
OFEV is indicated for the treatment of idiopathic pulmonary fibrosis (IPF) in adults.

Chronic Fibrosing Interstitial Lung Diseases with a Progressive Phenotype
OFEV is indicated in adults for the treatment of chronic fibrosing interstitial lung diseases (ILDs)

with a progressive phenotype

Systemic Sclerosis-Associated Interstitial Lung Disease
OFEV is indicated to slow the rate of decline in pulmonary function in patients with systemic

sclerosis associated interstitial lung disease (SSc-ILD).
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8 WARNINGS AND PRECAUTIONS

[...

8. 4 Embryo-Fetal Toxicity

[...] Advise females of reproductive potential to avoid becoming pregnant while receiving treatment with
OFEV and to use highly effective contraception at initiation of, during treatment and at least 3 months
after the last dose of OFEV. Nintedanib does not change the exposure to oral contraceptive containing
ethinylestradiol and levonorgestrel in patients with SSc-ILD. However, the efficacy of oral hormonal
contraceptives may be compromised by vomiting and/or diarrhea or other conditions where the drug
absorption may be reduced. Advise women taking oral hormonal contraceptives experiencing these

condltlons to use alternatlve hlghly effectlve contraceptlon H—r&eu#enﬂyuntenemm—mmether—mﬂtedamb

eentraeepﬁvesteﬂaddrarbamer—methed Verlfy pregnancy status prlor to treatment Wlth OFEV and during

treatment as appropriate

11 USE IN SPECIFIC POPULATIONS

[...]

11.3 Females and Males of Reproductive Potential

[...]

Contraception

OFEV can cause fetal harm when administered to a pregnant woman. Advise females of reproductive

potential to avoid becoming pregnant while receiving treatment with OFEV. Advise females of

reproductive potential to use highly effective contraception at initiation of, during treatment, and for at

least 3 months after taking the last dose of OFEV. Nintedanib does not change the exposure to oral

contraceptive containing ethinylestradiol and levonorgestrel in patients with SSc-ILD. However, the

efficacy of oral hormonal contraceptives may be compromised by vomiting and/or diarrhea or other
conditions where the drug absorption may be reduced. Advise women taking oral hormonal

contraceptives experlencmg these condltlons to use alternatlve highly effective contraceptlon s
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